PATENT IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



First Applicant: LUDWIG Dale L. 
Patent No.: 7,638,605 
Issue Date: December 29, 2009 
Serial No.: 10/555407 
Filed: May 3, 2004 
PCT Nat'l Entry 

Date (if applicable): November 1, 2005 

371 Date: June 8, 2007 

Title: FULLY HUMAN ANTIBODIES DIRECTED AGAINST THE 
HUMAN INSULIN-LIKE GROWTH FACTOR- 1 RECEPTOR 
Docket No.: X18524 

REQUEST FOR RECONSIDERATION OF PATENT TERM ADJUSTMENT 

INDICATED AT ISSUANCE (37 C.F.R. § 1.705(d)) 

Mail Stop Issue Fee 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 223 13-1450 

Sir: 

Patentee submits this Request for Reconsideration of Patent Term Adjustment 
under 37 C.F.R. § 1.705(d) in the above-referenced issued patent, accompanied by the 
requisite fee under 37 C.F.R. § 1.18(e). Patentee believes that no additional fees are 
due with the filing of this Request. However, if any fees are required, Patentee hereby 
authorizes the Commissioner to charge such fee, or credit any overpayment in fees, to 
Deposit Account No. 05-0840. 

REMARKS 

Patentee hereby petitions the U.S. Patent and Trademark Office for 
reconsideration of the Patent Term Adjustment ("PTA") calculation. Applicants 
received Notice of Issuance from the U.S. Patent and Trademark Office, mailed on 
December 9, 2009, with notification that the Patent Term Adjustment under 35 U.S.C. 
§154(b) is 263 days. It is the Patentee's position that the PTA calculation should be 
amended to 455 days based on the facts provided herein. This PTA request is 
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submitted in view of the decision by the U.S. Court of Appeals for the Federal Circuit 
in Wyeth v. Kappos, 591 F.3d 1364 (Fed. Cir., 2010) and the "Notice Concerning 
Calculation of the Patent Term Adjustment under 35 U.S.C. § 154(b)(1)(B) involving 
International Applications Entering the National Stage Pursuant to 35 U.S.C. § 371" 
issued on September 9, 2009. 

There are no issues that were raised or could have been raised in the 
application pertaining to patent term adjustment under 37 C.F.R § 1.705(b) before the 
patent issued. This request for patent term adjustment raises new issues that could 
only be raised following the issuance of the patent, which fully complies with 37 
C.F.R § 1.705(b)(2)(iv)(A). This petition is filed within two months of the date the 
patent issued in accordance with 37 C.F.R § 1.705(d). 

BACKGROUND 

According to the provisions of 35 U.S.C. § 154(b)(1)(B) and 37 C.F.R. § 
1.702(b), Applicants are entitled to PTA for the failure of the Office to issue a patent 
within three years after the actual filing date of the application in the United States. 
Pendency of the application should be measured from the filing date which is the date 
that "the national stage" commenced under 35 U.S.C. § 371(b) or (f). Delays in 
prosecution legitimately attributable to applicant or failure of the applicant to engage 
in reasonable efforts to conclude processing or examination of the application as set 
forth in 37 C.F.R. § 1.704(b) should be subtracted from the total PTA calculation. A 
patentee is entitled to both "A Delay" and "B Delay" to the extent that the "A Delay" 
and "B Delay" terms do not occur on the same calendar day. Wyeth v. Kappos, 591 
F.3d 1364, 1370 (Fed. Cir., 2010). 

STATEMENT OF FACTS 

1. The present application is a national stage filing under 35 U.S.C. § 371 of 
international application number PCT/US2004/013852, filed May 3, 2004, 
claiming priority of U.S. Provisional Application No. 60/467,177, filed May 1, 
2003. See Exhibit 2. 
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2. The national stage for the present application was filed on November 1, 2005. 
See Exhibit 2. 

3. A notice of missing parts regarding the oath/declaration was mailed on 
January 16, 2007. See Exhibit 3. 

4. The response to the notice of missing parts was filed on June 8, 2007. See 
Exhibits 1 and 4. 

5. The requirements of 35 U.S.C. § 371 were fulfilled on June 8, 2007. See 
Exhibits 1 and 4. 

6. The PTO mailed the first non-final Office Action on April 28, 2009. See 
Exhibits 1 and 5. 

7. The Notice of Allowance was mailed on August 10, 2009. See Exhibits 1 and 
6. 

8. The Notice of Allowance cited 263 days of PTA. See Exhibit 6. 

9. The Issue Fee was paid on November 10, 2009. See Exhibits 1 and 7. 

10. Notice of Issuance mailed on the December 9, 2009, with notification that the 
Patent Term Adjustment is 263 days. See Exhibits 1 and 8. 

1 1. US Patent No. 7,638,605 issued on December 29, 2009. See Exhibits 1 and 8. 

THE ACTUAL FILING DATE OF A U.S. NATIONAL STAGE 
APPLICATION FILED UNDER 35 U.S.C. § 371 IS 
30 MONTHS FROM THE PRIORITY DATE 

Patentee respectfully submits that the Office did not apply the proper standard 
for determining the period of "B Delay" under 35 U.S.C. § 154(b)(1)(B). It is the 
patentee's understanding that the Office measured application pendency as beginning 
on June 8, 2007, the date on which the application fulfilled the requirements of 35 
U.S.C. § 371. However, as detailed below, the relevant statutes and regulations state 
that when calculating "B Delay" for a national stage filing under 35 U.S.C. § 371, 
application pendency must be measured from the date that is 30 months from the 
priority date of the international application, not from the date on which the 
application fulfilled the requirements of 35 U.S.C. § 371 as stated in the "Notice 
Concerning Calculation of the Patent Term Adjustment under 35 U.S.C. § 
154(b)(1)(B) involving International Applications Entering the National Stage 
Pursuant to 35 U.S.C. § 371" issued on September 9, 2009. 
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The term of a patent shall be extended if the Office fails to issue a patent 
within three years after the "actual filing date" of the application. 

Subject to the limitations under paragraph (2), if the issue of an original patent 
is delayed due to the failure of the United States Patent and Trademark Office 
to issue a patent within 3 years after the actual filing date of the application in 
the United States ... the term of the patent shall be extended 1 day for each 
day after the end of that 3 -year period until the patent is issued. 

35 U.S.C. § 154 (b)(1)(B) (emphasis added). 37 C.F.R. §1.702(b) explains the 
meaning of the term "actual filing date" as set forth in 35 U.S.C. § 154(b)(1)(B). As 
detailed below, PTO delay for a national stage application begins if the Office fails to 
issue a patent within three years after the date the national stage "commenced under 
35 U.S.C. 371(b) or (f)." 

Failure to issue a patent within three years of the actual filing date of the 
application. Subject to the provisions of 35 U.S.C. 154(b) and this subpart, the 
term of an original patent shall be adjusted if the issuance of the patent was 
delayed due to the failure of the Office to issue a patent within three years 
after the date on which the application was filed under 35 U.S.C. 1 1 1(a) or the 
national stage commenced under 35 U.S.C. 371(b) or (f) in an international 
application... 

37 C.F.R. § 1.702(b) (emphasis added). 

35 U.S.C. § 371(b) states that a national stage application "commences" "with 
the expiration of the applicable time limit under article 22 (1) or (2), or under article 
39 (l)(a) of the treaty." 35 U.S.C. § 371 (f) states that "at the express request of the 
applicant, the national stage of processing may be commenced at any time at which 
the application is in order for such purpose and the applicable requirements of 
subsection (c) of this section have been complied with." 

In the instant case, Applicants filed under 35 U.S.C. § 371(b). Under the 
provisions of 35 U.S.C. § 371(b), the U.S. national stage commences after the 
expiration of the applicable time limit under article 22(1) or (2), or under article 
39(l)(a) of the treaty. The "applicable time limit" referred to in Patent Cooperation 
Treaty articles 22(1), 22(2), and 39(l)(a) is "the expiration of 30 months from the 
priority date." 
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[I]n the absence of an express request for early processing of an international 
application under 35 U.S.C. 371(f) and compliance with the conditions 
provided therein, the U.S. national stage will commence upon expiration of 30 
months from the priority date of the international application . 

MPEP § 1893.01 (emphasis added). 

It appears that in a similar petition filed in U.S. Patent 7,465,444, the Office 
recognized that for the purposes of calculating "B Delay" for a national stage filing 
under 35 U.S.C. § 371, application pendency is measured from the date that is 30 
months from the priority date of the international application. See Exhibit 9, 
"Decision On Request For Reconsideration of Patent Term Adjustment" page 2 
paragraph 4. 

B DELAY IS CALCULATED FROM THE "ACTUAL FILING DATE" 

The patentee respectfully submits that the "actual filing date" of a U.S. 
national stage application filed under 35 U.S.C. § 371(b), for purposes of calculating 
"B Delay" under 35 U.S.C. § 154(b)(1)(B) and 37 C.F.R. § 1.702(b), is the date that is 
30 months from the priority date of the international application. Accordingly, the 
actual filing date of U.S. Patent No. 7,638,605 is November 1, 2005. Therefore, the 
"actual filing date" for purposes of calculating "B Delay" in the instant application 
should be revised from June 8, 2007 to November 1, 2005. 

The patentee respectfully requests that the "B Delay" be recalculated to 
account for the foregoing, in light of the decision by the U.S. Court of Appeals for the 
Federal Circuit decision in Wyeth v. Kappos, 591 F.3d 1364 (Fed. Cir., 2010) and the 
"Notice Concerning Calculation of the Patent Term Adjustment under 35 U.S.C. § 
154(b)(1)(B) involving International Applications Entering the National Stage 
Pursuant to 35 U.S.C. § 371". The Federal Circuit in Wyeth held that a patentee is 
entitled to both "A Delay" and "B Delay" to the extent that the "A Delay" and "B 
Delay" terms do not occur on the same calendar day. See id. at 1370. Since the 
above referenced application was filed on November 1, 2005 and did not issue until 
December 29, 2009, this application was pending longer than three years after the 
actual filing date . "B Delay" should therefore be recalculated as set forth below in 
accordance with 35 U.S.C. § 154 (b)(1)(B). 

REVIEW AND RECALCULATION OF PATENT TERM ADJUSTMENT 
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"A DELAY" 

The PTO calculated an "A Delay" of 263 days. Applicant does not dispute 
this calculation. A first PTO action mailed on or after August 9, 2008, the day after 
the date that is fourteen months after the date on which the application fulfilled the 
requirements of 35 U.S.C. § 371 (which in the instant case is June 8, 2007), would 
trigger the start of the "A Delay." See 37 C.F.R. § 1.703(a)(1). In the instant case, 
the PTO mailed the first non-final Office Action on April 28, 2009, thereby 
accumulating a PTO Delay of 263 days . Accordingly, the patentee agrees that the "A 
Delay" calculated by the PTO from the period beginning August 9, 2008 (the day 
after the end of the fourteen month deadline) to April 28, 2009 was correctly 
determined by the PTO to be 263 days. 

"B DELAY" 

The "B Delay" in the instant patent should be 423 days. The present patent 
issued from an application that is a national stage filing under 35 U.S.C. § 371 of 
international application number PCT/US2004/013852, filed May 3, 2004, which 
claims priority of U.S. Provisional Application No. 60/467,177, filed May 1, 2003. 
First, the national stage for the present patent "commenced" under the provisions of 
35 U.S.C. § 371(b), on November 1, 2005, which is 30 months from the priority date 
of May 1, 2003. See 35 U.S.C. § 154(b)(1)(B). 

"B Delay" commenced on November 2, 2008, the day after three years from 
the actual filing date of November 1, 2005, and ended on the date the patent issued, 
December 29, 2009. See 37 C.F.R. § 1.703(b). This term is 423 days in length. 

The PTO incorrectly calculated the "B Delay" term based on the fulfillment of 
the 35 C.F.R. § 371 obligations, rather than from the actual filing date of the 
application as required by 37 C.F.R. § 1.702(b). As a result, the PTO's calculation of 
"B Delay" is incorrect and lead to an erroneous finding of 0 days of "B Delay." The 
correct PTO "B Delay" for issuance of the patent after three years from filing is 423 
days . See 37 C.F.R. §§ 1.702(b) and 1.703(b). 
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OVERLAP OF "A DELAY" AND "B DELAY" 

As detailed above, "A Delay" accumulated during the following period: 
August 09, 2008, to April 28, 2009. This is a total of 263 days. 

As detailed above, "B Delay" accumulated during the following period: 
November 02, 2008, to December 29, 2009. This is a total of 423 days. 

The "A Delay" and "B Delay" terms overlap from November 02, 2008 to 
April 28, 2009. This is a total of 178 days . 

APPLICANT DELAY 

Delay in submitting an oath or declaration in response to a Notice of Missing 
Parts could constitute a failure to engage in reasonable efforts to conclude processing 
or examination of the application as set forth 37 C.F.R. § 1.704. 

With respect to the grounds for adjustment set forth in §§ 1.702(a) through (e), 
and in particular the ground of adjustment set forth in § 1.702(b), an applicant 
shall be deemed to have failed to engage in reasonable efforts to conclude 
processing or examination of an application for the cumulative total of any 
periods of time in excess of three months that are taken to reply to any notice 
or action by the Office making any rejection, objection, argument, or other 
request, measuring such three-month period from the date the notice or action 
was mailed or given to the applicant, in which case the period of adjustment 
set forth in § 1.703 shall be reduced by the number of days, if any, beginning 
on the day after the date that is three months after the date of mailing or 
transmission of the Office communication notifying the applicant of the 
rejection, objection, argument, or other request and ending on the date the 
reply was filed. The period, or shortened statutory period, for reply that is set 
in the Office action or notice has no effect on the three-month period set forth 
in this paragraph. 

37 C.F.R. § 1.704(b). A notice of missing parts was mailed on January 16, 2007. 
Under 37 C.F.R. § 1.704, applicants were required to respond to the objection by 
April 16, 2007 which corresponds to three months from the notice. The response to 
the notice of missing parts was filed on June 8, 2007. A period of 53 days occurred 
between April 17, 2007, the day following the three month response period, and June 
8, 2007, the date of filing of the oath / declaration. 

TERMINAL DISCLAIMER 

This patent is not subject to a terminal disclaimer. 

TOTAL PTA 
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Total PTA should be calculated as 455 days , not 263 days: 

1) Total PTO Delay should be calculated as 508 days . This represents the sum of 
263 days of 37 C.F.R. § 1.702(a) or "A Delay" and 423 days of 37 C.F.R. § 
1.702(b) or "B Delay" minus 178 days of overlapping "A Delay" and "B 
Delay"); 

2) Total PTO Delay under 37 C.F.R. § 1.702(c)-(e) should be calculated as 0 
days ; 

3) Total Applicant Delay under 37 C.F.R. § 1.704 should be calculated as 53 
days ; and 

4) Total PTA should be calculated as 455 days . This represents 508 days of PTO 
Delay minus 53 days of Applicant Delay. 

CONCLUSION 

In consideration of the events described above, and in light of the recent 
Federal Circuit Wyeth decision and the "Notice Concerning Calculation of the Patent 
Term Adjustment under 35 U.S.C. § 154(b)(1)(B) involving International 
Applications Entering the National Stage Pursuant to 35 U.S.C. § 371", the total PTA 
calculation should be 455 days, not 263 days. As such, Patentee respectfully requests 
reconsideration of the PTA. 

Respectfully submitted, 

/Nicole S. Woods/ 
Nicole S. Woods 
Attorney for Applicant 
Registration No. 56,579 
Phone: 908-203-6835 

Eli Lilly and Company 
Patent Division 
P.O. Box 6288 

Indianapolis, Indiana 46206-6288 
February 26, 2010 
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PO$M FTO*13S0 US, DEPARTMENT OF COMMERCE PATENT AND TRADEMARK OFFJCE 

TRANSMITTAL LETTER TO THE UNITED STATES 
DESIGNATED/ELECTED OFFICE (BO/EO/US) 
CONCERNING A FILING UNDER 35 U.S.C. 371 




INTERNATIONAL APPLICATION NO, 



INTERNATIONAL FILING DATE 

03 May 2004 



U 245/53202 



U& APPUCATt 

To Be Assi 




PRiORJW DATE CLAIMED: 



TITLE OF INVENTION 

FULLY HUMAN ANTIBODIES DIRECTED AGAINST THE HUMAN INSULIN-LIKE GROWTH FACTOR- 1 
RECEPTOR 



APPLICANT^} FOR DO/E0/US 

Dale L, LUDWK3 



Applicant herewith submits to the United States Designated/Etected Office (DO/BO/US) the following stems and other tafonration: 

1 , SI This is a FIRST submission of items concerning a filing under 35 U.S.C. 37 1 , 

2, O This is a SECOND or SUBSEQUENT submission of items concerning a filing under 35 U,S,C 37 L 

3, 0 This is an express request to begin national examination procedures (35 U-SXX 37 1(f)). The submission must include 

items (5), (6)> (9) and (21 ) indicated below, 

4, 0 The US has been elected (Article 3 1), 

5, S3 A copy of the International Application as 6 led {35 iLS.C 371(c)(2)) 

a. □ is attached hereto {required only if not communicated by the international Bureau). 
& Ohas been communicated by the International Bureau. 

c, E3 is not required* as the application was filed in the United States Receiving Office (RQfUS). 

6, O An English language translation of the International Application as tiled (35 U.S>C- 371(c)(2)). 

a. □ is attached hereto, 

b. O has been previously submitted under 35 U.S.C 154(d)(4). 

7, O Amendments to the claims of the International Application under PCT Article 19 (35 U.S-C 371(c)(3)) 

a Dare attached hereto (required only if not communicated by the International Bureau). 

□ have been communicated by the International Bureau, 
e. □ have not been made; however, me time limit for making such amendments has NOT expired, 

d, £f have not been made and will not be made, 

& s O An English language translation of the amendments to the claims under PCT Article 19 (35 U,S,C 371(c)(3)), 

9. O An oath or declaration of the inventor(s) (35 U.S.C 37 1(c)(4)), (Unsigned) 

10. D An English language translation of the annexes of the International Preliminary Examination Report under PCT 

Article & (35 U5,C 371(c)(5)). 

Items 11 to 20 below concern doeument(s) or information included: 

Preliminary Amendment. 

An assignment document for recording. A separate cover sheet in compliance with 37 CFR 3,28 and 3.31 is included. 
An information Disclosure Statement under 37 CFR L97 and L98. 
An Application Data Sheei under 37 CFR 1 ,76, 
A substitute specification. 

A power of attorney and/or change of address letter, 

A computer-readable form of the sequence listing in accordance with PCT Rule \3tet\2 and 37 CFR LB 2! - 1.825. 
A second copy of the published international application under 35 U.S.C 154(d)(4). 

A second copy of the English language translation of the international application under 35 U.S.C 1 54(d)(4). 

Other items or information: Copy of Published International Application; copy of International Search Report; Sequence 
Listing in paper form{eighteen{lS) pages) and computer readable form (one(l) diskette); Sequence Listing Statement 

w*******>******«!«*^^ 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 \\ mmmmmmmm****m 
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EXPRESS MAIL NO. EV 321894506 US 



JC1 4 Rec'd PCT/PTO 3 1 NOV 2005 



to Be 55407 


PC17US2004/013852 


11245/53202 


The following fees are submitted: 








$ 300.00 


$300.00 


■■■■ mmmmm " 


22.0 Examination Fee - Jf Internattattal preliminary exam 
report prepared by USPTO and ail claims satisfy provisions of 
PCT Article 33/{IH^>— ■ ™ — i 


S 100.00 


$ 




i O Examination Fee - All other situations 


$ 200.00 


S20O.OO 




23 O Search Fee ~ Search fee (37 CFR i .445(a)(2) has been 
paid on the international application to the USPTO as ISA . i 


s * 00*00 


$ 




O International Search Report prepared m4 provided to 


5 400*00 


$400.00 




O Search Fee — All other situations i 


$ 500.00 


% 




TOTAL OF ABOVE CALCULATIONS 




$900.00 




D Additional fee for specification and drawings filed m paper o ver 100 sheets 
{excluding sequence listing on compyier program listing filed in an electronic 
medium). The fee is $250 for each additional SO sheets of paper or fraction thereof 






Total Sheets 


Extra Sheets 


Number of each additional 50 or 
fraction thereof (round up to a 
whole number) 


! RATE 


-100 


/SO* 


1 


j x$250 






Surcharge of Si 30.00 for furnishing the oath or declaration later than 30 rrtomhs 
from the earliest claimed priority date (37 CFR 1 .492(e)), 


s 




CLAIMS 


NUMBER 
FILED 


NUMBER EXTRA 


RATE 






Total Claims 


73 - 20 ~ 


53 


x $50.00 


2,650.00 




Independent Claims 


5 - 3* 


2 


x $200.00 


S400.00 




MULTIPLE DEPENDENT CLAIN(S) (if applicable) 


* $360,00 


$360.00 




TOTAL OF ABOVE CALCULATIONS - 


$ 




□ Applicant claims small entity state. See 37 CFR 1 ,27> The fees mdtcated 
above are reduced by 1/2, 






SUBTOTAL ss 


$4,3 10.00 




Processing fee of SI 30.00 for furnish ing the English translation later than 30 months 
from ih& earliest claimed priority date {3? CFR 1.492(0). 


S 




TOTAL NATIONAL FEE » 






Fee for recording the enclosed assignment (37 CFR 1 .2 1(h)), 'fhe assignment must 
be accompanied by an appropriate cover sheet (3? CFR 3.31 ), * 
$40,00 per property 


$ 




TOTAL FEES ENCLOSED - 


$4310,00 






Amount, to hi* 
refund^? 


s 




Amount to toe 
thsrged 


$ 


a. □ A check in the amount of S to cover the above fees is enclosed. 

& E3 P lease charge mv Deposit Account No. 1 J -MOO in the amount of $43 1 0.00 to cover the above fees. 
A duplicate copy of this sheet is enclosed. 

c. E3 The Commissioner is hereby authorized to charge any additional fees which may be required, or credit any 
overpayment to Deposit Account No, 1 1*0600 , A duplicate copy of this sheet is enclosed. 

& O Fees are to be charged to a credit card, WARNING? Information on this form may become public. Credit card 

information snould not foe Included on this form Provide credit card information and^tfcorizatieti on FTO-2038. 

NOTE: Where an appropriate time limit under 37 CFR 1,49$ has nofbk/n met* a petkioTj^revive (37 CFR H 37(a) or 
{h» must be filed and granted to restore the application to pending stilus, f j/ ^ / 

SEND ALL CORRESPONDENCE / / — - 
KENYON <& KEN YON / j^CNATURE / ~ 
One Broadway L*/ Lawrence F, Cass^n f Res. No. 46.606) 
New York, New York 10004 ( NAME J 
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International Bureau 
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35 /PMV 

wo ims/mmn 

FOIXY HUMAN ANTIBODIES DIRECTED AGAINST 
THE HUMAN MSULIN-LISCB GROWTH FACTOR- 1 RECEFTOR 

[0001 ] This application claims the benefit of United States Provisional Application 
60/467,17?, filed May 1, 2003. 

BACKGROUND 

[0002] The insulin~Hke growth factor receptor (IGF-IR) is a ubiquitous 
transmembrane tyrosine kinase receptor that is essential for normal fetal aid post-natal 
growth and development IGFTR can stimulate cell proliferation, cell differentiation* 
changes in cell size, and protect cells torn apoptosis. It has also been considered to be quasi- 
obligatory for cell transforation (reviewed in Adams et al., Cell Mol Life Set 57: 1050-93 
(2000); Baserga, Oncogene 19:5574-81 (2000)). The IGF-IR is located on the cell surface of 
most cell types and serves as the signaling molecule for growth factors IGF-I and IGF-H 
(collectively termed henceforth IGFs), IGF-IR also binds insulin albeit at three orders of 
magnitude lower affinity than it binds to IGF&, IGF-IR is a pre-fonned hetero-tetramer 
containing two alpha and two beta chains covakmtly linked by disulfide bonds. The receptor 
sttbtnuts are synthesized as part of a single polypeptide chain of 1 S0kd> which is then 
proteolytically processed into alpha (BOfcd) and beta (95kd) snbunits* The entire alpha chain 
is extracellular and contains the site for Kgand binding. The beta chain possesses the 
transmembrane domain, the tyrosine kinase domain, and a C-termina! extension that is 
necessary for cell differentiation and transformation* but is dispensable for mitogen signaling 

> 

and protection from apoptosis, 

[0003] 1GF-IR is highly similar to the insulin receptor (XR), particularly within the 
beta chain sequence (70% homology). Because of this homology, recent studies have 
demonstrated that these receptors can form hybrids containing one IR dimer and one IGF-IR 
dimer (Pandini et ai, Clin, Cane. Res. 5:1935-19 (1999)). The formation of hybrids occurs in 
both normal and transformed cells and the hybrid content is dependent upon the 
concentration of the two homodimer receptors (IR and IGF-IR) within the cell In one study 
of 39 breast cancer specimens, although both IR and IGF-IR were over-expressed in all tumor 
samples, hybrid receptor content consistently exceeded the levels of both homo-receptors by 
approximately 3-fold (Pandini et al, Clin, Cane Res, 5:1935-44 (1999))- Although hybrid 
receptors are composed of IR and IGF-IR pairs, the hybrids bind selectively to IGFs, with 
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[ 



i)S. AFP UCATION NUMBER NO, 



i 



FIRST NAMED AJPPUCAtfT 



i 



ATTY DOCKET NO, 

#WiiiiiiiiiiiiMiiiMiiiiiiMiiiiiiiiiiHRM 



1 



10/555,407 



Daie L. Ludwig 



26646 

KEN YON & K6NYON LLP 
ONE BROADWAY 
NEW YORK, N Y 10004 



11245/53202 



[ 



INTERNA TiQNAL APPUC ATiON NO. 



] 



[ 



PCT/US04/J3852 



I.A. FiUMG DATE 




05/03/2004 



05/01/2003 



COMFiRMATtON NO. 7544 
371 FORMALtTIES LETTER 




iiiieiiiiiii 



*OGG0G00£K>21 992062* 



Date Mailed; 01/16/2007 

NOTIFICATION OF MISSING REQUIREMENTS UNDER 35 U.S.C, 371 IN THE UNITED 

STATES DESIGNATED/ELECTED OFFICE (DO/EO/US) 

The following items have been submitted by the applicant or the SB to the United States Patent and Trademark 
Office as a Designated / Elected Office (37 CFR 1 .495), 



♦ 
♦ 

* 



Copy of the Internationa! Application filed on 11/01/2005 
Copy of the International Search Report filed on 1 1/01/2005 
Preliminary Amendments filed: on 1 1/01/2005 
Biochemical Sequence Diskette fifed on 11/01/2005 
Biochemical Sequence Listing filed on 11/01/2005 
Request for Immediate Examination filed on 11/01/2005 
U.S. Basic National Fees filed on 11/01/2005 
Priority Documents filed on 11/01/2005 



The applicant needs to satisfy supplemental fees problems indicated below. 

The following items MUST be furnished within the period set forth below in order to complete the requirements for 
acceptance under 35 ILS.C, 371: 

i 

• Oath or declaration of the inventors, in compliance with 37 CFR 1 497(a) and (b), identifying the application 
by the International application number and international filing date. 

* To avoid abandonment, a surcharge (for late submission of filing fee, search fee, examination fee or oath 
or declaration) as set forth in 37 CFR 1 .492(h) of $130 for a non-small entity, must be submitted with the 
missing items identified in this tetter, 

SUMMARY OF FEES DUE: 

Total additional fees required for this application is $130 for a Large Entity: 
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• $130 Surcharge. 

ALL OF THE ITEMS SET FORTH ABOVE MUST BE SUBMITTEO WITHIN TWO (2) MONTHS FROM THE 
DATE OF THIS NOTICE OR BY 32 MONTHS FROM THE PRIORITY DATE FOR THE APPLICATION, 
WHICHEVER IS LATER. FAILURE TO PROPERLY RESPOND WILL RESULT IN ABANDONMENT. 

The time period set above may be extended by filing a petition and fee for extension of time under the provisions 
of37CFR 1.136(a). 

Applicant is reminded that any communications to the United States Patent and Trademark Office most be mailed 
to the address given in the heading and include the U.S. application no, shown above (37 GFR 1,5) 

Registered users of EFS-WVeb may alternatively submit their reply to this notice via EFS-Web. 
httos://sportaLus^ 

For more information about EFS-Web please call the USPTO Eiectrontc Business Center at 1-8S6-217-9107 or 
visit our website at httg^M^ 

If you are not using EFS-Web to submit your reply, you must include a copy of this notice. 



LAMONT M HUNTER 



Telephone: (703) 308-9140 EXT 201 
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U.S. APPLICATION MJMBER NO. { ' ' ' ij^'iERKATiO'NAL AFPLCATiQ>3 No! | ATTY DOCKET NQ | 

10/555,407 PCT/US04/13S52 » 1245/53202 



FORM PCTiDO/EO/905 {371 Formalities Notice} 



fORU PTQ Vim (MtxirfxttS) U.S. PATENT AfttlO TRAOES&ARK OPPiO£; U.S. Or^ARTMS-fcrf OF COMMfc&CE 

TRANSMITTAL LETTER TO THE UNITED STATES 

; 

DESIGNATED/ELECTED OFFICE (DO/EO/US) 
CONCERNING A SUBMISSION UNDER 35 U.S.C, 371 


ATTORNEYS DOCKET NUMBER 


U,J3. APPLICAl iiJH N\J. {u KfiOwn> SCO »)» U K S - 0 

i 10/55* 507 


INT FRNAtlONAL APPLICATION HO, I 


INTERNATIONAL FILING DATE 

3 Mm 2*104 

V 


PRSORi fY DATE CLAIMED 

1 M ay 2^03 


TITLE OF INVENTION 

FOLLY HIIM&N AKTiBO0jES BiREOT! 


m AGAINST THE HUMAN INSULIN-LIKE GROWTH FACTOjR- 1 IRECEFTOR 


APPLiCANT(S) FOR DO/EO/US 
Date L. Ludwig 





Applicant herewith subnfe to the United Steles Des*gnated/Becte>d Office (DO/EO/US) the following items and otner ir* formate : 
: 1 . U This is a FJRST submission of item® concerning a submission under 35 U.S.C, 371 

! 2. This ss a SECOND or SUBSEQUENT submission of items coneer™n§ 0 submission under 36 U.S,C 371 , 

! a O This 3s m\ express request to begin national oxatntnotian precedes {35 U $-C. 371 {t)>. The submission tnusi trwfade items (5) f (8). 



<9) and (25) indicated below, 
4, O Tft© US has hvmi &lented (ArUdC 31 K 



5. 




A copy of the kfterr^Uonai AppiiC3fton as fued (35 USC. 371 (e)(2)) 

a. O i§ attached hereto (required only >f not communicated by the Jriiernaiiona} Bureau}.. 

b. O has been ^x>rrm>onicnted by ttio International Bureau. 

c. □ ti> not required, as the application was fifed in the United Stales Receiving. Office (RQ/US)* 




□ 


An English language translation of the fntomattonai Application as filed (35 USC. 371 (c)(2)), 

a. □ Is attached hereto. 

b. □ nas be^n previously submits under 35 U S.CL 154(d)(4), 


7. 


0 


A*riondments to the claims of the international Application under POT Article 1§ (36 U.S.C. 371 (c)(3)) 

a. □ are attached hereto (required or% if no! coirimuaicated by trie International Bureau) 

b. O nave been communicated by the international Bureoj; 

{. J have not bean wade; however, 0>e time limit for nuiking such amencSfnents hm NOT ax pi red. 
cf. O have not b^en niad^ sod will not be made. 




LJ 


An FngJish ^ngtiage translaiion of ihs amendments to the c^»ns under PCX Article 10 (35 U.S.C. 371 (e)(3)}. 


9'- 




An oath or o*enla»atton of the lnventor{s} (35 U.S .C. 371 (c)(4)). 


10. 


Li 


An EngSi^h Jars^uane tmnslotior) of the annexes to the tniern^tionai ProSiminary Examination Report under PCT 
Article 36 (35U.S.G. 371 (c)(5)). 


11. 


t::i 


A copy of lh# intemaJiooal Pr^lim^nsiry Examination Report (PC t\HPBN4W% 


12., 


□ 


A copy of the intentional Search Report (FC171S A/210} 


items 13 to 23 below concern document^} or information included: 


13. 


□ 


An Infermatlon Discioaoro Statement under 37 CFR 1 ff?' and 1 .95. 


14. 




An assi^nmei^t documenrfor recording. A aepartsie covat <ihe&t in complfsnea with 37 CFR 3.23 and 3,31 is iiiclycied. 


15. 


a 


A RRST pfeiirr^ina-y amendment 


! 10.. 


0 


A SECOND or SUBSEQUENT pratoinary amendment. 


IB. 




An Appiication Data Sheet under 37 CFR 1 .78. 
A substit^iie speciffcatlori. 


m 


0 


A power of altorney and/or chaogo of address letter. 


20. 


0 


A com pule r- ro aaa bio forni of tbft s^uence listing in accordance wit>i PCT Rule T3?er,2 anc: 37 CFR 1 .621 - i 825. 


21. 




A second copy of the published iniernationaS AppHeafiori under 35 U.S.C. 154(d)(4). 


1 22 * 

i 23. 


□ 


A second copy of the Engiish lariQuaga tran^Jaiion of the intnmationai Application under 35 LKSC 154(d)(4). 
Express Mmi Label No. 
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fRw, 09-2006) 

Approved -for uss through m OMS.06§t-00£* 
U.S. Patent and Tfswfcrrtark QiBce; U.S OgPAFSTMENT Of : GOMM&RCI? 
Ureter the &apsrworfc Redusiten A&E «rf 1^9 5, no pareans 3 re required to ,-esponO to a tx>8«tfjOACtf tatom&tion unjQSS $ ti&pteys jjMggfc* Oftflfe <*>rc?ft>t ramhsr. 

U.S. APPLICATION NO (if fcnom 3* CFR 1 \ MX fcRNAliON AL AFPU C&TS0N NO. j ATTORNEY'S BOCKST NUMCft-ft 

.PCT/US2004/0I3»52 



24. Other Uares or information; 

Petition far Tferse MttBtto Extension (I page) 

Note of afttoFRey irom Keayoa fco l.»ca« & Mertsmti> LLP fcy "Power «£ Attorney 



The following tees have been submitted: 
2§. □ Rmic naSonai fee (37 CFR 1.492(a)). . 



26. □ Examination fee {37 CFR 1 492(c)) 

if the written opinion prepared by ISA/US or the interna ttpnciJ preliminary anamination report 
prepared by I PE A/US indicates claims satisfy provisions of POT Arisen 33(1 H^X $<j 

..... .. ^ ^ ..... r- o , _- , l r • ■ - - 1- - ■ - - ■! - J ^200 



a\i ofti&t situation 



■i ■ .r v 



27. O Search foe (37 CFR .1.4920)) 

if the written opinion of the ISA/US or the Intimations preliminary examination report prepared 
by IPEA/US indicates ail eteims satisfy provisions of HOT Article 33{i M*3 $0 

Search foe (37 CFR 1 445(a)(2)} has boon paM on the international appiicatfon to the USPTO 
m an International Searching Authority. — . * * $108 

international Search Raport prepared by an ISA other than the US and pjovitted to the* Office or 
previously comroimtcsited *o tha US the IB , §400 

All other situ^tio^s. * ■» * - « . . . - , ■„ , . ., . , , * .*.:.'..:.'..*.:..*... 



TOTAL OF 25, 28 and 27 « 





Tho fee 3$ $250 for each additional 50 sheets of peper or fraction thereof. 

Total Sheets [ Extra Sheets \ Number of each additions! 50 or 

fraction hereof (round up la a whole 



0 



RATE 



x $250.00 



Surcharge of $130.00 for furnishing any of the saarch foe, examination fee, or the oath or 
declaration a%r the dote of commencement of the nation^ siaae (37 CFR 1.432(h)). 

----------- *.-«.-.-»-fc-fc-fc-fc-fciininiilllllllll-y»llll 111111111 urn ww w w * » * > i.^.'^l.^l.^l. 1 ".-*.^.-.^. — — . . 1 »■» »»»»»»»»»»»»»»»»»»»»»»» ' ^ 



CLAIMS 



i reopen de nt oiairn^ 



NUMBER FfLEO 



■20- 
3 " 



NUMBER EXTRA 
0 
0 



RATE 



X 
X 



MULTIPLE DEPENDENT CLAIMS (If appiicabie} 



□ 



$360.00 



TOTAL OF ABOVE CALCULATIONS « 



Li 



s Applicant claims smatf an% status. Se^ 37 CFR 1 ,27, Fees above sre reduced by 1/2, 



SUBTOTAL 



Processing fea of $1'J0^D for furnishing the English translation Safer than 30 months hom 
; the e^rfiesi cij3imod priority dole (S7 CFR 1 492(i)). 



TOTAL NATIONAL FEE « 



Fee for recording the enclosed assignment {3? CFR 1 .21(h)).. The assignment most be 
accompanied hy an appropriate cover sta&i (3/ CFR3,2S £ 3,3t}. S40perpiep«y * 



1 v W T 



TOTAL FEES ENCLOSED « 



MUM" 



CALCULATIONS £>TO US^ 



s 



1 1 > 



$ 
$ 



. . ■ - - - - - - - - - ' 



, 



------------------- -. - 



$0,00 j 




$130.00 ! 



--------------------- 



$13*L0O 



$f5,00 



Amount to be j s 



AiTtount to be 



s 



Page 2 of 3 



P TO- 1390 (Rssv. 
Aoproveti for am fena/qh i/2G€7. ok'£> i&&i-C&2i 
fl , , U,S. PaEsrrt tffxi Trade-mark Office; U.S. DEPARTMENT OF COMMERCE 

tJadar tos Paperwork Redaction Act of 1995, no persons atw required to respond fe> a cofcseScm of 3rf{Ofs»s«wri wrfess ;fcttbpJ«yss «; valki QfcSB corto* number. 



3- O A check in the amount of $ 



b. O F^-ase charge my Deposit Account No 



io cover tft® above f&m. is encfo^d . 



to cover the above fees 



A du plica te copy of torn is endowed 



d. i 



Tj-je Commissioner *s iweby mrtrKsr&fcd to charge any addstaaf fees which may ke required, or credit any Qv^payfusn* 
to Deposit Aocount No. 02 -2275 A duptate ©espy- of this sfomt ondossd. 

Fees are to be charged to 3 credit card. WARNfNG: tofctfmaSon on ttus fonrs may b«corm? piifoiic. Credit card 
inforniation shewfd not fc>e snctoctetf ©n this form ... Provide credit card Information and authorisation on PTCKKBS, I he 
PTC -2038 sftouJd only b$ mailed or Faxed to tb& USFTCX l-tow^ver. when p-ssyinq trte basic national fee, the PTO-2038 may 
NOT b# to Jh§ USPTO 

ADVISORY; Jf filmg by BFS-W&k, do NOT attach the PTD-2038 form as a PDF alanoj wiJh your BFS-Web submission. 

Pi©,<3Se 

be advised that this* is *iot recommended and by doing so your credit card information may be dispteyed via PAIR. To 

NOTE: Where arj appropriate t?rns Kmii under 37 C3FR 1 4$3 has not bcrciGKilttt* a peO^on to «*v*v© (37 CFR 1.137<a) or <b)} 
roust be fited and granted to restore the International Application to p^SdJog status^ 

ALL CORRESPONDENCE TO: 

Customer No> 2031 1 
LUCAS <& MERCAKO, LLP 
475 Park Av«t»U€ South 
.N*yw York. New York 
Phone: 2li-$6i-tt 
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REG3SITW iOH NUMBER 

June 8, 2007 

DATE 
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PCTUS^J-VCft 



-*.-S.S.-*-fcH-l.*fcH 



PETITION FOR EXTENSION OF TIME UNDER 37 CFR 1.136(a) 

(Large Entity) 



Docket No. 



10 17.53202 



in Re Application Of: Dale L, Ludwig 



Application No. 
16/555,40' 



Filing Date 
05/63/2804 



t " * *'| * " * * 

it 



"1 : 



Unknown 



i Customer No. j Group Art Unit | Confirmation No. 



2031.1 I ttakiiowxi 



I 



invention: FULLY HUMAN ANTIBODIES DIRECTED AGAINST THE HUMAN INSULIN-LIKE GROWTH 

FACTOR-! RECEPTOR 



COMMISSIONER FOR PATENTS; 



| This m a request under tie provisions of 37 CFR 1 .138(a) to extend the period for filing a response to the Office 
Action of M1W2M1 in the above-identified application. 

The requested extension is as follows (check time period desired): 



□ One month 
from: 



T wo m o nth? 



March 16, 2007 



s 



Three months □ Four months □ Five months 



until: 



June 1.6, 2007 



jPrftfl? 



The fee for the extension of time is $1,026 and fs to be paid as follows: 

A check in the amount of the fee is enclosed. 

The Director is hereby authorized to charge any fees which may be required, or credit any overpayment, to 
Deposit Account No,. 02-2275 

S3 ' if an additional extension of lime is required, piease consider this a petition therefor and charge 
any additional fees which may be required to Deposit Account No. 02-2275 

23 Payment by credit card, Form PTO-2038 is attached, 

WARMING: Information on this form may become public. Credit card information should not be 
h^cluded^o^iM^forni* Provide credit card information and authorization on PTO-2038> 




ated: Jam* S, 2007 



Michael N. Mmautl 
il&g„ No* 33,966 
LUCAS & MERCANTI, LLP 
475 Park Avemis Sotjlh 
New York, New York 10016 
I Phone: 212-661-8000 
j Fax; 212-661 8602 



CERTIFICATE OF. ELEC^ONXCIE AN SMIgS IQH 
I Swrsby vilify ihat ffcfe document ts. bcasi£ eiectfankaliy 




—— — — — — — — - 1. ».».». -I, - • V V V ■■■■■■■■■ ^T^T^T^T^T^T^:'*^* ^ ^ * ^ ^ ^ ^ M 



ECLARA TfC>N AND POWER OF ATTORNEY 

As a below nmmi isventor, I hereby declare that : 

My residues, post offtce address and titimutMp nm m stated below; I bdfeve X mxi the original first and sots xavetrior 
(if only one Bams Is listed Now) or an original Erst and joint mvmiior (i tphtm! mm&% are listed below) of the subject saatter 
which is claimed and for which a patent is sough* on fee mverokm enHtlcd; 

FUIXY HUMAN ANTIBODIES DlKKCtSft AGAINST TOE HUMAN 1MSULIN~ITK.E GROWTH FACTOR-l 
RECEPTOR 



the speeiileatioa of which (check only om item below): 



is attached hereto. 



X was filed a* I Jutted States Application 
No vember 1 „ 2005 and was amaaded on 



' 10/555, 507. or as PCX Inicmatkmal i 
(if applicable). 



on 



hereby state that I have reviewed and undmtand the contents of the above-i<fe&tifted application me 
amended bv any amendnieat refcrted to above. 



g the, claims, as 



I ack.«ow1c4ge the duty to disclose mforraa&m kaovm to me to be maicnai to the examination of this application as dsfined by 

FOREIGN AND DOMESTIC PRIORITY CLAIMS IMDER 35 USC 1 J 9 
ANB PRIOR PORKX«N*CT AFFUCA.1 TONS 




subject matter bswmg a .liixig date before that of &j?plkatioKt(s) of which priority is claimed: 



COljfKTRY/AFPnCATIOH NO, 
(if PCX, indicate 

, . . 



's/467,17? 



> -, - -~ -. -. -. -. -. -. -. -. -. t -. -. vV. _. 



I DATE OF FILING 
fday/montlvycan 
01/0^200^ 



PRIORITY CLAIMED UNDER 
35 USC 1 39 

...IZl 



YES 



.-- T-"-r-r-r-r-r-r-r-r_r^ 



SI 

| [ ] ¥BS [ } NO 

Tf 1 YES _£j HO 

Tr 1YES i ] NO 

PRIOR VS. I IONS OR F€T IN I fcRN ATION At ALLOCATIONS 

DESIGN ATING THE U.S. TOR BENEFIT If 1N1>ER 35 USC 1 20 





and the national or FCT iaiemaiitan&t ffix_g date of mis apphcHtum; 



rpCTAJS APPLICATION NO. 


PCT/US FILING D AI E 


! PATENTED FEEDING ABANDONED i 


: PCT/ljS20<)4/0 13852 3 


. . ..-_._._._._._._._._.__._.---------- - --w MMMMMMMMH -vvvvw-vvvvvvw '^X »<«*-*-*-*- 

May 3. 2004 I 


EXiJZIml__j_li „J 




! ML. JL__ 1 J 






! 


i [ ] I I [ .1 i 



I 



POWER OF ATTORNEY AND CORRESPONDENCE AP8KKSS 
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Application/Control Number; 10/555,407 Page 2 

Art Unit; 1643 

DETAILED ACTION 

Elecfhft/Restrictmm 
L Restriction is required under 35 U,S,C 121 and 372, 

This application contains the following inventions or groups of in ventions which arc not 
so linked as to form a single general inventive concept under PCT Rule 13 J , 

To have a general inventive concept under PCT rule 33, L the inventions need to he 
linked by a special technical feature. The special technical feature recited in claim I is an 
isolated human antibody or fragment thereof that binds IGF-IR and has at least one property 
selected from the group consisting of (i) inhibits binding of IGF-I or IGF-II to IGF-IR, (if) 
neutralizes activation of 1GP-I R by IGF-1 or 1GF-II, (hi) reduces IGF-IR surface receptor 
expression by at least 80% and (iv) binds to IGF-iR with a of abou t 3 X 10" 10 M 1 or less. In 
view of this Cohen el al (US Patent 7,037,498, priority to 1/5/01 , IDS reference 16 filed 
12/23/08) reads on the claim, Cohen et a! teach isolated human monoclonal antibodies that bind 
IGF-IR and inhibit binding of IGF- 1 or IGF- 1 1 to IGF-IR, neutralizes acti vation of IGF-IR by 
IGF-I or IGF- 1 1 and binds to IGF-iR with a Kj of about 3 X 10 i0 M * or less (see entire 
document, particularly cols. 5-6, 8-10, 16-1? and 21). Therefore the technical feature recited in 
claim 1 is not special Accordingly the groups are not so linked as to form a single general 
concept under PCT Rule 13,1. 

In accordance with 37 CFR 1 .499, applicant is required, in response to this action* to 
elect a single invention to which the claims must be restricted. 

Group 1, claims .1-18 and 23-33, drawn to an isolated human antibody or fragment thereof that 
binds IGF-IR and pharmaceutical compositions comprising such, 

Group II, claims 19-22, drawn to nucleic acid, vectors and host cells encoding human antibody 
or fragment thereof that binds IGF JR. 

Group II I , claims 34 and 36-40, drawn to a method of treating acromegaly comprising 
administering a human antibody or fragment thereof that binds IGF JR. 
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Group IV, claims 34 and 36*40, drawn to a method of treating .retinal neovascularization 
comprising administering a human antibody or fragment thereof that hinds IGF-IR, 

Gro up V > claims 34 and 36-40, drawn to a method of treat i ng psoriasis comprising administering 
a human antibody or fragment thereof thai binds IGF-IR. 

Gro up VI, claims 34, 37 and 41- 56, drawn io a m ethod of reducing tumor growth comprising 
administering a human anti body or fragment thereof that binds IGF-IR. 



2, Claim 35 links inventions IO-V. The restriction requirement among the linked inventions 
is subject to the nonailowance of the linking clai m, claim 35, 

Upon the indication of allowability of the linking claim, the restriction requirement as to 
the linked inventions shall be withdrawn and any claims depending from or otherwise requiring 
all the limitations of the al lowable linking claim(s) wi ll be rejoined and fully examined for 
patentability in accordance with 37 CFR 1 J 04, Claims that require all the limitations of an 
allowable linking claim will be entered as a mailer of right if the amendment is presented prior to 
final rejection or allowance, whichever is earlier. Amendments submitted after final rejection are 
governed by 37 CFR LI 16; amendments submitted after allowance are governed by 37 CFR 
1 * 3 1 2- , 

Applicant^) are advised that if any claim presented in a continuation or divisional 
application is anticipated by, or includes ail the limitations of, the allowable linking claim, such 
claim may be subject to provisional statutory and/or nonstatutory double patenting rejections 
over the claims of the instant appl ication. Where a restriction requirement is withdrawn, the 
provisions of 35 U,S,C. 121 are no longer applicable. In re Ziegkr, 443 F,2d 121 1, 1215, 170 
USPQ 129, 131-32 (CCPA 1971), See also MPEP § 804.0 L 



3. The inventions listed as Groups I-VI do not relate to a single general inventive concept 
under PCX Rule 13.1 because, under POT Rule 13,2, they lack the same or corresponding special 
techn ical features for the following reasons: As set forth above, in view of the teaching of Cohen 
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et at the groups are not so linked as to form a single general concept under PCT Rule i 3. 1 
because the technical feature of claim I is not special. 

Inventions of Groups HI represent separate and distinct products which are made by 
materially different methods, and are used in materially different methods which have different 
modes of operation, different functions and different effects. The antibody of Group I and the 
polynucleotide of Group 11 are ail structurally and chemically different from each other. The 
antibody is raised by immunization while the polynucleotide is made by nucleic acid synthesis. 
Furthermore, the polynucleotide can be used for hybridization screening and the antibody can be 
used to immunopnrify the antigen, for example. The examination of all groups would require 
different searches in the U.S. Patent shoes and the scientific literature and would require the 
consideration of different patentability issues. Thus, the inventions HI are patcntably distinct. 

The methods of Inventions UhVl differ in the method objectives, The Invention of 
Group HI recites a method of treating acromegaly comprising administering a human antibody or 
fragment thereof that binds IGF~IR; Group I V recites a method of treating retinal 
neovascularization comprising administering a human antibody or fragment thereof that binds 
IGF-IR; Group V recites a method of treating psoriasis compri sing ad ministering a human 
antibody or fragment thereof that binds IGF-IR and Group VI recites a method of reducing tumor 
growth comprising administering a human antibody or fragment thereof that binds 1GF-IR. 
Thus, the inventions of Groups III~V£ are directed to m ethods of treating disord ers having 
different etiologies and therapeutic endpoints and are not required one for the other. The 
examination of all groups would require different searches in the U.S. Patent shoes and the 
scientific literature and would require the consideration of different patentability issues. Thus, 
inventions of Groups HI- VI are separate and distinct in having different method objectives and 
different endpoints and are patcntably distinct. 

Inventions I and III are related as product and process of use, The inventions can be 
shown, to be distinct if either or both of the following can be shown: (1 } the process for using the 
product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP § 
806.05(h)), In the instant case the antibody of Group I can be used in a materially different 
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method such as to imimtnopurify the antigen in addition to the materially different methods of 
Group III, IV, V and VI. 



4. Restriction for examination purposes as indicated is proper because all these inventions 
listed in this action are independent or distinct tor the reasons given above and there would be a 
serious search and examination burden if restriction were not required because one or more of 
the following reasons apply : 

(a) the inventions have acquired a separate status in the art in view of their different 
classification; 

(b) the inventions have acquired a separate status in the art due to their recognized 
divergent subject matter; 

(e) the inventions require a different field of search (for example, searching different 
classes/subclasses or electronic resources, or employing different search queries); 

(d) the prior art applicable to one invention would not likely be applicable to another 
invention; 

(e) the inventions are likely to raise different non-prior art issues under 35 LLS.C. 101 
and/or 35 U.S.C. I .1 2, first paragraph. 

Applicant is advised that the reply to this requirement to toe complete must include 
(i) an election of a invention to he examined even though the requirement may be traversed (37 
CFR 1.143} and (ii) tdentiSeation of the claims encompassing the elected in vention. 

The election of an invention may be made with or w ithout traverse. To reserve a right to 
petition, the election must be made with traverse. If the reply does not distinctly and specifically 
point out supposed errors in the restriction requirement, the election shall be treated as an 
election without traverse. Traversal must be presented at the time of election in order to be 
considered timely. Failure to timely traverse the requirement will result in the loss of right to 
petition under 37 CFR L I 44. if claims are added after the election, applicant must indicate 
which of these claims are readable on the elected invention. 

If claims are added after the election, applicant must indicate which of these claims are 
readable upon the elected invention, 

Should applicant traverse on the ground that the inventions are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the 
inventions to be obvious variants or clearly admit on the record that this is the case. In either 
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i nstance, if the examiner finds one of the inventions unpatentable over the prior art, the ev i dence 
or admission may be used in a rejection under 35 103(a) of the other invention, 

5. The examiner has required restriction between product and process claims. Where 
applicant elects claims directed to the product, and a product claim is subsequently found 
allowable, withdrawn process claims thai depend from or otherwise include all the limitations of 
the allowable product claim will be rejoined in accordance with the provisions of MPEP § 
821 .04. Process claims thai depend from or otherwise include all the limi tations of the 
patentable product will be entered as a matter of right if the amendment is presented prior to final 
rejection or allowance, whichever is earlier- Amendments submitted after final rejection are 
governed by 37 CFR 1.116; amendments submitted after allowance are governed by 3? CFR 
1312. 

In the event of rejoinders the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be folly 
examined for patentability in accordance with 37 CFR L I 04. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C 101, 102. 
103, and 1 12, Until an elected product claim is found allowable, an otherwise proper restriction 
requirement between product claims and process claims may be maintained. Withdrawn process 
claims that are not commensurate in scope with an allowed product claim will not be rejoined. 
See "Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In re 
Brouwer and 35 U.S.C. § 103(b)" 1184 QC 86 (March 26, 1996). Additionally, m order to 
retain the right to rejoinder in accordance with the above policy, Applicant is advised that the 
process claims should be amended during prosecution either to maintain dependency on the 
product claims or to otherwise include the limitations of the product claims. Failure todo so 
may result in a loss of the riidit to rejoinder . 

Further, note that the prohibition against double patenting rejections of 35 121 
does not apply where the restriction requirement is withdrawn by the examiner before the patent 
issues, See MPEP S 804.0 L 
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Any inquiry concerning this communication or earlier conimumcations from the examiner 
should he directed to David J. Bianehard whose telephone number is (571) 272-0827, The 
examiner can normally be reached at Monday through Friday from 8:00 AM to 6:00 PM> with 
alternate Fridays off If attempts to reach the examiner by telephone are unsuccessful the 
examiner's supervisor, Larry Helms, can be reached at (571) 272-0832, 

The official fax number for the organization where this application or proceeding is assigned Is 
571 "273-8300, 

Information regarding the status of an application may be obtained from the patent Application 
information Retrieval (PAIR) system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR, Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see jto|>^^ Should you have questions on access to the Private 

PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/David J. Blauehard/ 
Primary Examiner, AIL 1643 
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« The MAILING DATE of this communication appears on the cover sheet with the correspondence address— 

Ail claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED In this application. If not Included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication mil be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is sublet to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1 .313 and MPEP 1308. 

1 • 13 This communication is responsive to 28 May 2009 . 

2. ^ The allowed cfaim(s) is/are 12-14,23-34. 41-49 and 57-60 {renumbered as claims 

3. D Acknowledgment is made of a claim for foreign priority under 35 U.5.C. § 1 19(a>-{d) or (f)- 

a) □ All b) □ Some* c) □ None of the: 

1. O Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. , 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply wis result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE, 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) O including changes required by the Notice of Draftsperson's Patent Drawing Review { PTO-948) attached 

1) □ hereto or 2} □ to Paper No ./Mai! Date . 

(b) □ including changes required by £he attached Examiners Amendment / Comment or in the Office action of 

Pa per No Mail Date . 

identifying indicia such as th« application number (sm 3? CFR 1.84(c)) should bs written on the drawings in the front (not the back) of 
each sheet Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

8- □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL 



Attachments) 

1 O Notice of References Cited (PTO-392) 

2, O Notice of Drafipersorte Patent Drawing: Review (PTO-948) 

3, 22 information Disclosure Statements (PTO/SB/OS), 

Paper No,/Maii Date Bee Continuation Sheet 

4, O Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of informal Patent Application 

& □ interview Summary (PTO-413), 
Paper No./Mai; Date , 



7. M Examiner's Amendment/Comment 



8. S3 Examiner's Statement of Reasons for Allowance 



9. □ Other 




/David J Blanchard/ 
Primary Examiner Art Unit 1843 



■fUUUUUUUUUI 



US. Pate** awtf Tjscteft-wfr Offk& 

FTOL-37 (Rsv oa-06) 



Notice of Allowability 



Part of Paper No/Mail Dm 20090728 .A 



Continuation Sheet (PTOL-37) Application No, 10/55§,407 

Continuation of Attachments) 3, Information Disclosure Statements (PTO/SB/OS), Paper HoM&tt Date: 12/23/08 (3 pages); 12/23/08 (8 
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DETAILED ACTION 

L Claims 1-1 1, 15-22, 35-40 and 50-56 are cancelled. 
Claims 12*14, 23-27 and 30 have been amended. 
Claims 57-60 have been added, 
Claims 12-14 23-34, 41-49 and 57-60 are pending, 



Eiecthft/Restrictmm 

3. Applicant's election of the Invention of Group I, claims 1 2-14, 23-33 and newly added 
claims 57-60 in the reply filed on 28 may 2009 is acknowledged. 

4. Claim 34 and 4.1-49 directed to an allowable product, Pursuant to the procedures set forth 
in MPEP § 82 L04(b), claims 34 and 41 -49, directed to the process of making or using the 
allowable product, previously wi thdrawn from consideration as a result of a restriction 
requirement, are hereby rejoined and felly examined for patentability under 37 CFR 1 ,304, 
Cancelled elaims 19-22 {Group II), 34 and 36-40 (Groups III, IV and V)> directed to the 
invention's) of nucleic acids, vectors and host ceils encoding a human antibody or fragment 
thereof that binds 1GF4R (Group I) and methods of treating acromegaly, retinal 
neovascularization and psoriasis comprising administering a human antibody or fragment thereof 
that binds IGF4R (Groups 111, IV and V, respectively) have NOT been rejoined. 

Because a claimed invention previously withdrawn from consideration under 37 CFR 
LI 42 has been rejoined, the restriction requirement among groups I and VI as set forth in 
the Office action mailed on 28 April 2009 is hereby WITHDRAWN. For clarity, it is noted 
that the restriction requirement among groups II, 30, IV ami V as set forth in the Office 
action mailed on 28 April 2009 is MAINTAINED. In view of the withdrawal of the restriction 
requirement as to the rejoined inventions, applicants) are ad vised that if any claim presented in a 
continuation or divisional application is anticipated by, or includes ail the limitations of, a claim 
that is allowable in the present application, such claim may be subject to provisional statutory 
and/or nonstatutory double patenting rejections over the claims of the instant application. Once 
the restriction requirement is withdrawn, the provisions of 35 U.S.C, 1.21 are no longer 
applicable. See In re Ziegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131-32 (CCPA 1971), See 
also MPEP § 804.01. 
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Information Disclosure Statement 

5, The Information Disclosure Statement (IDS) filed 23 December 2008 (3 pages) and 23 
December 2008 (twelve pages) have been considered by the Examiner, A. signed and initialed 
copy of each I DS is included with the instant Office Action, 



Examiner's Amendment 

6, An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1312. To ensure consideration of such an amendment, it M UST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Sanjay M Jivraj on 29 July 2009 

The claims are amended as follows: 

12, (Currently Amended) An isolated human antibody or fragment thereof which specifically 
binds to insulin-like growth factor-I receptor (IGF-TR) comprising complenicniarity-dcicrminmg 
Feg j eft-(€PR) regions ( CDRs) having the amino acid sequence SEQ ID NO: 14 at VjiCDRJ , SEQ 
ID NO: 1 6 at V H CDR2> SEQ ID NO: 1 8 at V H CDR3, SEQ ID NO:20 or 26 at V T CDR2 s SEQ ID 
NO;22 or 28 at V L CDR2, and SEQ ID "NO £4 or 30 at V L CDR3. 

i 3. (Currently Amended) The antibody or a ntig e ^4^d»g fragment thereof of Claim 1 2, which 
comprises SEQ ID NO: 14 at V H CDR L SEQ ID NO:. 16 at V H CDR2, SEQ ID "NO: 18 at V H CDR3 5 
SEQ ID NO:20 at V L CDRL SEQ ID NO: 22 at V L CDR2, and SEQ ID NO:24 at Vi.CDR3. 

14. (Currently Amended) The antibody or antigen binding fragment thereof of Claim 12, which 
comprises SEQ ID NO: 14 at VrCDRL SEQ ID NO:. 16 at V H CDR2, SEQ ID NO: 18 atV H CDR3, 
SEQ ID NO:26 at V L CDR I , SEQ ID NO:28 at V L CDR2, and SEQ ID NO:30 at V L CDR3 . 
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Claims 15-22 (Cancelled) 

23, (Currently Amended) A pharmaceutical composition comprising the antibody or anti-bod y 
fragment thereof of Claim 12 and a pfaarmaceutically acceptable carrier. 

24, (Currently Amended) A conjugate comprising the antibody or antibody fragment thereof of 
Claim 12 linked to a cytotoxic agent, 

25, (Currently Amended) A conjugate comprising the antibody or anybody fragment thereof of 
Claim 12 linked to a label 

26, (Currently Amended) A therapeutic composition effective to inhibit growth of human tumor 
cells thai express IGF-IR, which composition comprises the antibody or antigen binding 
fragment thereof of Claim 12, 

27, (Currently Amended) The therapeutic composition of Claim 26, which further comprises an 
antineoplastic agent. 

28, (Original) The therapeutic composi tion of Claim 27, wherein the antineoplastic agent is an 
inhibi tor of topoisomerase I or topoisomerase f L 

29; (Original) The therapeutic composition of C lai m 27, wherein the antMieoplastic agent is 
selected from the group consisting of irmoieam, camptothecan, and etoposidc. 

30. (Currently Amended) A therapeutic composition effective to promote regression of human 
tumors that express J GF4 R, which composition comprises the antibody or antibody fragment 
thereof of Claim 12, 
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3T (Original) The therapeutic composition of Claim 30, which further comprises an 
antineoplastic agent. 

32. (Original} The therapeutic composition of Claim 3 1 » wherein the antineoplastic agent is an 
inhibitor of topoisomerase I or topoisom erase II, 

33. (Currently Amended) The therapeutic composition of Claim 31, wherein the antineoplastic 
agent is selected from the group consisting of irinotecan, eamptothecan, [[or]] and etoposide, 

34. (Currently Amended) A method of neutralizing the activation of [[SGF-LR.]] K5IMR, which 
comprises administering to a mammal an effective amount of the antibody or an - tibody fragment 
thereof of Claim 12 

Claims 35-40 (Cancelled) 

41 , (Current ly Amended) A method of reducing tumor growth which comprises administering to 
a mammal an effective amount of the antibody or antibody fragment thereof of Claim .1 2, 

42. (Original) The method of Claim 41, which further comprises administering an effective 
amount of an antineoplastic agent, 

43 > (Original) The method of Claim 42, wherein the antineoplastic agent is an inhibitor of 
topoisomerase I or topoisomerase II. 

44, (Original) The method of Claim 42, wherein the antineoplastic agent is selected from the 
group consisting of irinoiecan, camptotheean, and etoposide. 

45, (Curren tly Amended) A method of promoting tumor regression which compri ses 
administering to a mamma! an effective amount of the antibody or - antibody fragment thereof of 
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Claim 12- 

46. (Original) The method of Claim 45, which further comprises administering an effective 
amount of an smti-ncoplastic agen t, 

47. (Original) The method of Claim 46, wherein the anli -neoplastic agent is an inhibitor of 
topoisomerase I or topoisomerase II. 

48. (Original) The method of Claim 46, wherein the anti-neopIastiG agent is selected from the 
group consisting of irinotecan, camptothecan, and etoposide, 

49. (Original) The method of any one of Claims 41 to 4S ? wherein the tumor is a breast tumor, 
colorectal tumor, pancreatk tumor, ovarian, tumor, king tumor, prostate tumor, hone or soft tissue 
sarcoma or myeloma. 

Claims 50-56 (Cancelled) 

57. (Currently Amended) An an-Mfeody isolated , human comprising 
[jajj the heavy chain variable domain ref»^esa^ed-hy of SEQ ID NO:2 and [[a]] the light 
chain variable domain, repres^aletl by of SEQ ID NQ:6, 

58. (Currently Amended) An antibody isolated human antibody or fragment thereof comprising 
[Ml Ui£ heavy chain variable domain represented by of SEQ ID NO:2 and [[a]] the light 
chain variable domain f e pf ftsts at e drfey of SEQ ID NO: J 0. 

59. (Currently Amended) The antibody of CI aims ~$ 3~S$ Claims 57 or S8 4 wherein said antibody 

V ." V ........................ v 

has an IgGI isoiype, 

60; (Currently Amended) A pharmaceutical composition comprising the antibody of €lams-§?- 
£9 OMms,S7,or,58 and a phatmaceutieaily acceptable carrier. 
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Amendments to the soeciftcation 



On page I, please delete paragraph [0001] and replace it with the following 
paragraph: 

[0001] This application claims the -beaefi t of United- States Provisional Application 60/467, 1 77 ? 
fil e d"M ^ y 4 T S00 3 - priority , M,Md,^ 

filed Ma y 3, 2004 which claim s priori ty of U.S. Provisional Ap plication No, 60/467 J 77, filed 
May i . 2003. 



Please Amend Paragraphs 15-26 on. pages 6 and 7 as follows; 

[0015] Figure 1 depicts the nucleotide sequence of the 2F8 heavy chain variable domain ( SEQ 



[0016] Figure 2 depicts the amino acid sequence of the 2F8 heavy chain variable domain. CDRs 
are in bold and underlined ( SEP ID NQ:2) . 

[0017] Figure 3 depicts the nucleotide sequence of the complete 2F8 heavy chain (underline; 
secretory signal sequence; italics; IgGI constant: region) (SEQ ID NO:3) . 

[0018] Figure 4 depicts the amino acid sequence of the complete 2F8 heavy chain (underline; 
secretory signal sequence; bold: CDRs; italics: IgGI constant region) (S£Q,ID,Np;4). 

[0019] Figure 5 depicts the -nucleotide sequence of the 2F8 light chain variable domain (SEQJD 
NO:5) . 

[0020] Figure 6 depicts the amino acid sequence of the 2F8 light chain variable domain. CDRs 
are in bold and underlined ( SEP ID NO:6 1 

[0021] Figure 7 depicts the nucleotide sequence of the complete 2F8 light chain (underline: 
secretory signal sequence; italics; IgGI constant region) ( SEP ID NO; 71 

[0022] Figure 8 depicts the amino acid sequence of the complete 2F8 light chain (underline; 
secretory signal sequence; bold: CDRs; italics; JsGI constant region) (SEP ID NG:8), 

[0023] Figure 9 depicts the nucleotide sequence of the A 12 light chain variabl e domain (S EQ I D 
NO:9). 
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[0024] Figure 10 depicts the amino acid sequence of the A12 Sight chain variable domain, CDRs 
are in bold and underlined (SEQ,|D,NO;10i 

[0025] Fig. 1 1 depi cts the n ucleoti de sequence of the complete A 12 li ght chain (underline: 
secretory signal sequence; italics: fgGi constant region) (SEQ ID NO: 11). 

[0026] Figure 12 depicts the amino acid sequence of the complete A12 light chain (underline: 
secretory signal sequence; bold: CDRs; italics: IgG! constant region) (SEQ ID NO: 12). 



Please Amend Paragraph 81 on page 18 as lb! lows; 

[0081] In another embodiment, the present antibodies, or fragments thereof can ha ve a heavy 
chain variable region of SEQ ID NO: 1 SEQ ID NO: 2 and/or a tight chain variable region 
selected from SEQ I P NO:5 or SEP ID NO :6 SEP ID NO:6 or SEQ ID NO: 10 , 3MC-A12 is a 
particularly preferred antibody of the present invention. This antibody has human Vh and V L 
framework regions (FWs) as well as CDRs. The V H variable domain of IMC-A 12 (SEQ ID 
NOf+ SEQ I D NO:2 ) has three CDRs corresponding to SEQ ID NOs: 14, 16, and 1 8 and the V*.. 
domain ( SE Q ID NO : 5 SEQ ID NO: 10) has three CDRs corresponding to SEQ ID N O S : 20 . 22, 

SEQ ID NOS:26, 28, and 30, I M C-2 F8 is another preferred an tibody of the present 
invention, T his antibody also has human V H and Vi. framework regions (FWs) and CDRs, The 
Vh variable domain of IMC-2F8 is identical to the V H variable domain of IMCA12. The Vt, 
domain of IMC-2F8 (SEQ ID NO:9 SEQ1DNQ:6) has three CDRs corresponding to SEQ ID 
NOS:26» 28 , a nd 3 0 SEQ ID NOS:20, 22, and 24, 



Examiner's Statement of Reasons for Allowance 

Any eomments considered neeessary by appiieant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled '"Comments on Statement of Reasons for 
Allowance/* 
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Claims i 2-14, 23-33 and 57-60 are free of the prior art The prior art does not teach or 
fairly suggest an isolated human antibody or fragment thereof comprising the recited heaw and 
light chain COR sequences or an antibody comprising the heavy chain variable domain of SEQ 
ID NO;2 and the light chain variable domain of SEQ ID NO:6 or 10, 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to David J. Bianefiard whose telephone number is (57.1 ) 272-0827, The 
examiner can normally be reached at Monday through Friday .from 8:00 AM to 6:00 PM, with 
alternate Fridays off if attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Larry Helms, can be reached at (571. ) 272-0832. 

The official fax number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application maybe obtained from the patent Application 
Information Retrieval (PAI R) system. Status information tor published applications may be 
obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR. only. For more information about the PAIR 
system, see h tip v/palr-d ireet uspto .gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (BBC) at 866-217-9197 (toU*free). 



/David h Bianchard/ 
Primary Examiner, A.iL 1643 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant : Mamoru Watanabe Art Unit : 1644 

Patent No, : 7,465,444 Examiner : Ilia I Ompmski 

Issue Date: December i 6> 2008 Conf. No, ; 3037 

Serial No, ; 1 0/472,743 

371 date : Match 4, 2004 

Title : METHODS OF SUPPRESSING OR TREATING AN INFLAMMATORY 

BOWEL DISEASE BY ADMINISTERING AN ANTIBODY OR PORTION 
THEREOF THAT BINDS TO AILIM 

Commissioner for Patents 
PXX Box 1450 
Alexandria, VA 223 1 3-1 450 

APPLICATION FOR PATENT TERM ADJUSTMENT UNDER 37 CF.R» § 1.705(d) 

Patentee hereby requests reconsideration of the Patent Term Adjustment (FT A) accorded 
the above-referenced patent Reconsideration of the final PTA calculation to increase total PTA 
from 653 to ,L322jjays» is respectfully requested. 

REMARKS 

(1) Measuring Overlap of "A Delay" and **B Delay'" 

"A Delays" are defined m delays by the LIS. Patent and Trademark Office (PTO) under 
35 U.S«C. § 154(b)(1)(A), which guarantees prompt PTO response, "8 Delays" are defined as 
delays by the PTO under 35 LLS.C § 1 54(b)(1)(B), which guarantees no more than three year 
application pendency. To the extent that the periods of delay overlap, the period of any term 
adjustment shall not exceed the actual number of days the is suance of the patent was delayed, 
35 UL3.C. § 154(b)(2)(A), As outlined in Wveth gt gl v, Jon W, Dudas (U.S. District Court, 
D,C>, CA No* 07*1492, Mem, Op. September 30, 2008), the only way that these periods* of time 
can "overlap" is if they occur on the same day. If an "A delay" occurs on one calendar day and a 
"B delay" occurs on another calendar day, they do not overlap and 35 U,S.C § 154(bX2)(A) 
does not limit the extension to one day, Id* 

CERTIFICATE OF MAILING BY £ftM9V£fll FILING 

I b&t&y certify thai this paper wm i^cd with tlte Pftf&tf md Tmdmmk 
Office u^f»g the iif S system m tfete dm ternary 8, 2989 
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The FT A for the instant patent, as currently calculated and shown on the face of the 
patent, apparently relies on the premise that the application was delayed under 
35 § 154(b)(1)(B) before the initial three- year period expired. The Wveth v. Dudas court 

determined that this construction cannot be squared with the language of 
35 U.S.C § 154(b)(1)(B), which applies "if the issue of an original patent is delayed due to the 
failure of the United States Patent and Trademark Office to issue a patent within 3 years.'' 
4V B delay" begins only after the PTO has failed to issue a patent within three years, not before. 



(2) Measuring W B Delay"' for a National Stage Filing under 35 LIS>C § 371 

In addition to and independent of the "overlap" issue addressed above. Patentee 

respectfully submits that the Office did not apply the proper standard for determining the period 

of *B Delay** under 35 LLSX1 § 1 54(h)(1)(B), It is Patentee's understanding that for purposes of 

calculating "B Delay/' the Office measured application pendency as beginning on 

March 4, 2004, the date on which the application fulfilled the requirements of 35 U,S,C § 37 L 

However, as detailed below, the relevant statutes and regulations require that when calculating 

W B Delay" for a national stage filing under 35 ITS.C> § 37L application pendency must be 

measured from the date thai is 30 months from the priority date of the international application 

(ie> ? not from the date on which the application fulfilled the requirements of 35 U.S.C. § 371). 

The term of a patent shall, under certain circumstances, he extended if the Office fails to 

issue a patent within three years alter the "actual fi ling date" of the application. 

(8) GUARANTEE OF NO MORE THAN 3 -YEAR APPLICATION 
PENDENCY,- Subject to die limitations under paragraph (2), if the issue of an 
original patent is delayed due to the feilure of the United States Patent and 
Trademark Office to issue a patent within 3 years after the act^^lin^da^ of the 
application in the United States « . « the term of the patent shall be extended 1 day 
for each day after the end of that 3 -year period until the patent is issued, 
35 a3.C, § 154(b)(1)(B), (emphasis added) 

37 CRR, § 1 .702(b) explains the meaning of the term "actual filing date" as used in 
35 U,S.C § 154(b)(1)(B). As detailed below, PTO delay for a national stage application begins 
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if the Office fails to issue a patent within three years after the date the national stage 

"commenced under 35 U.S.C. 371(b) or (f) 

(b) Failure to issue a patent within three years qfihe aciualjili^date of ike 
application. Subject to the provisions of 35 U\S>C 154(b) and this subpart, the 
term of an original patent shal l be adjusted if the issuance of the patent was 
delayed due to the failure of the Office to issue a patent within three years after 
the date on which the application was ft led under 35 U.S.C. 111 (a) or the national 
stage commenced under 35 U.S.C, 371(b) or (ft in an international application , 
but not including. v . 37C.F.R. § 1.702(b), (emphasis added) 

35 L\S,C. §§ 371(b) and (!) refer to the time when a national stage application 
"commences." 

(b) Subject to subsection (f) of this section, the national stage shall commence 
with the exoiration of the applicable time limit imder article 22 0 j or (2 k or under 
Midol9i,l)(a),o,f the treaty. 35 LIS. CI § 371(b). (emphasis added) 

(f) At the express request of the applicant, the national stage of processing may be 
commenced at any time at which the application is in order for such purpose and 
the applicable requirements of subsection (c) of this section have been complied 
with, 35 U AC § -371(f)- 

35 ILS.C § 371(f) relates to the situation where mi applicant files an express request for 
early processing of an international application. In the absence of filing such a request, the U,S. 
national stage commences under the provisions of 35 U,S,C § 371(b), i„e. ? with the expiration of 
the applicable time limit under article 22(1) or (2), or under article 39(1 )(a) of the treaty. The 
term "the treaty" refers to "the Patent Cooperation Treaty done at Washington, on 
June 19, 1970," See 35 U.S.C. § 351(a). 



* Consistent with 37 C.F.IL § 1 .702(b), MP.EP § 2730 states that * 4 [i]n the case aim ktematbaai application, the 
phrase 'actual filing dm of the application in the United States' [as used in 35 HS.C. § 154(b)(1)(B)] mmm the 
date the xiatioixal stage commenced under 35 XLSX\ 371(b) or (f) > n 
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The articles of the Patent Cooperation Treaty cited in 35 ILS.C § 371 {b ) are reproduced 

below. 

Article 22 

Copy, Translation, and Fee, to Designated Offices 

(!) The applicant shall furnish a copy of the international application 

(unless the communication provided for in Article 20 has already taken 
place) and a translation thereof (as prescribed), and pay the national fee 
(if any), to each designated Office not later than at the expiration of 
30 months from the priority date. Where the national law of the 
designated State requires the indication of the name of and other 
prescribed data concerning the inventor hut allows that these 
indications be furnished at a time iater than that of the fi ling of a 
national application, the applicant shall, unless they were contained in 
die request, furnish the said indications to the national Office of or 
acting for the State not later than at the expiration of 30 months from 
the priority date, (emphasis added) 

(2) Where the International Searching Authority makes a declaration, 
under Article i7(2)(a) J that no international search report will be 
established, the time limit for performing the acts referred to in 
paragraph (I) of this Article shall be the same as that provided for in 
paragraph (1). 



Article 39 

Copy, Translation, and Fee, to Elected Offices 

(!) (a) If the election of any Contracting State has been effected prior to the 
expiration of the 19th month from the priori ty date, the provisions of Article 22 
shall not apply to such State and the applicant shall furnish a copy of the 
international application (unless the communication under Article 20 has already 
taken place) and a translation thereof (as prescribed), and pay the national fee (if 
any), to each elected Office not later than at the expiration ,of 3Q 
priority date, (emphasis added) 

'The applicable time limit** referred to in Patent Cooperation Treaty articles 22(1 ), 22(2), 
and 39(1 }(a) is "the expiration of 30 months from the priority date/' As a result, '"the expiration 
of 30 months from the priority date" is the time at which the U.S. national stage commences 
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under the provisions of 35 U.S.C. § 371(b), This same conclusion m to the timing for 

commencement of the U.S, national stage is also summarized in M PEP § 1893,01 , 

Subject to 35 UJ5.C 371(f), commencement of the national stage occurs upon 
expiration of the applicable time limit under PCT Article 22(1) or (2), or under 
PCX Article 39(1 }(a). See 35 371(b) and 37 CFR 1.491(a). PCT Articles 

of 30 months from , the j^onty date. Thus, in the absence of an express request for 
early processing of an international application under 35 371(f) and 

compliance with the conditions provided therein^ the U,S, national stage will 
commence upon expiration of 30 months from the priority date of the 
international application, Pursuant to 35 U.S,C, 371(f), the national stage may 
commence earlier than 30 months from the priority date, provided applicant 
makes an express request for early processing and has complied with the 
applicable requirements under 35 b\SX\ 371(c), MFEP § 1 893.0 L 
(emphasis added) 

Id vie w of the foregoing, the "actual filing date" of a U.S. national stage application filed 
under 35 US.C, § 371, for purposes of calculating "B Delay" under 35 iLS.C. § 154(b)(1)(B) 
and 37 C.F.R. § 1 .702(h), k the date that is 30 months from the priority date of the international 
application/ 

REVIEW OF PATENT TERM ADJUSTMENT CALCULATION 

*A De lays 

A first PTO action was due on or before May 4> 2005 (the date that is fourteen months 
after March 4, 2004, the date on which the application fulfilled the requirements of 
35 U.S.C, § 371). The PTO mailed the first non-final Office Action on October 24, 2006, 
thereby according a PTO Delay of 538 days * Patentee does not dispute the PTO*s calculation for 
this "A Delay 5 ' from May 5, 2005 (the day after the date that is fourteen months after the date on 



J In contrast to reliance on iv the expiration of 30 months from the priority <Jate M for measuring "B Delays* lim 
beginning of ihe relevant period for purposes of calculating V \A Delay" is the date on which an international 
application fulfills the requirements of 35 O.S.C. § 37L See 3S U,$,C § 154Cb}(lXAXi)(H)iind 

37 cjful § ummo)< 
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which the application fulfilled the requirements of 35 U.SXX § 371), to October 24 5 2006. 
See 37 C.¥JL §§ L 702(a)(1) and 1, 703(a)(1), 

In view of the period of **A Delay" detailed abo ve, the total U A Delay" for this patent 
should be calculated as 338 days, 

"B Delays 

The present application is a national stage filing under 35 U.S.C, § 371 of international 
application number PCT/1P02/0 1 36 1 # tiled February 18, 2002, which claims the benefit of 
priority of Japanese application number 2001-89158, filed March 27, 2001 9 and Japanese 
application number 2002-19291 , filed January 29, 2002, 

The national stage for the present application ^commenced' 7 under the provisions of 
35 U.3.C, § 371(b), i.e., upon expiration of 30 months from the priority date of the international 
application? As a result, the date that the national stage commenced was September 27, 2003 
30 months from the priority date of March 27, 2001), 

The period beginning on September 2$, 2006 (the day after the date that is three years 
after September 27, 2003 , the date that the national stage commenced), and ending 
December 16, 2008 (the date the patent was issued), is 811 days in length. 

In view of the period of Si B Delay' 5 detailed above, the total V *B Delay" for this patent 
should be calculated as 81 1 days. The PTC) calculated 1 15 days of delay for issuance of a patent 
more than three years after filing. Patentee respectfully submits that the PTO*s calculation of 
this U B Delay" is incorrect and that the correct PTO Delay for issuance beyond three years from 
filing is gjj days. See 37 CRR, §§ h 702(h) and 1.703(b). 



* No request for early processing under 35 U.S.C. § 371(f) was filed for the present application. 
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Overlap of "A Delay* and "B Delay" 

As detailed above, "A Delay" accumulated during the following period: 

May 5, 2005, to October 24, 2006. 
As detailed above, "8 Delay" accumulated during the following period: 

September 28, 2006> to December 16, 2008, 
The **A Delay" and the **B Delay'' overlap (Le> 5 occur on the same calendar day) for a 
total of 27 days, from September 28, 2006, to October 24, 2006, 

A pplicant Delay 

These* were no circumstances constituting a failure to engage in reasonable efforts to 
conclude processing or examination of the application as set forth 3 ? CFJR, § 1.704, 

Terminal Disclaimer 

This patent is not subject to a terminal disclaimer. 

Conclusion 

In consideration of the events described above, Patentee believes the PTA calculation of 
653 days is incorrect. As such, Patentee respectfully requests reconsideration of the PTA in the 
following manner: 

1) Total PTO Delay should be calculated as 1,322 days (le, 5 the sum of 538 days of 
"A Delay" and 81 1 days of Delay 7 ' minus the 27 days of overlap); 

2) Total Applicant Delay should he calculated as 0 days; and 

3) Total PTA should be calcul ated as 1322 days . 
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Please apply the fee of $200 required under 37 CR R, § 1 > 1 8(e) arid any other required 
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This is a decision on the "APPLICATION FOR PATENT TERM 
ADJUSTMENT UNDER 3? C.F.R. § 1.705(d)/' filed January 8, 2009, 

The application for reconsideration of patent term adjustment is 
GRANTED to the extent indicated herein . 

The above- identified application matured into U.S, Patent No, 
7, 465 , 444 on December 16, 2008. The patent issued with a patent 
term adjustment of 653 days. This request for reconsideration 
of patent term adjustment was timely filed within two months of 
the issue date of the patent , See , 37 CFR 1.705(d). Patentees 
request that the patent term adjustment determination for the 
above -identified patent be changed from 653 days to 1322 days* 

Patentee requests recalculation of the patent term adjustment 
based on the decision in Wyeth v. Dudas , 580 P. Supp* 2d 138, 88 
U.S-P.Q. 2d 1538 (D.D.C- 2008), Patentees assert that pursuant 
to Wyeth , a PTO delay under 35 U.S.C. 154 (b) (!) (A) overlaps with 
a delay under 35 u, 3«C. 154 {b} (1) (B) only if the delays occur on 
the same day . 
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The petition submitted fay patentee sets forth a period of 
adjustment for Office delays totaling 1349 days (Three Year 
Delay under 37 CFR 1,703 lb) of 811 days plus a period of 
adjustment due to examination delay pursuant to 37 CFR 1.702(a) 
of 538 days) . The petition also sets forth an overlap of 27 
days. The petition reflects a reduction of patent term 
adjustment totaling u 0 f ' days for applicant's failure to engage 
in reasonable efforts to conclude prosecution pursuant to 37 CFR 
1,704, Thus, patentee asserts entitlement to an overall 
adjustment of 1322 days (1349 {8114538} ) days for Office delay 
less 27 days for overlap) . 

Patentee's petition does not dispute the adjustments under 37 
CFR 1.702(a) totaling 53 8 days. Patentee's petition acknowledges 
the U 0 W reductions for applicant's failure to engage in 
reasonable efforts to conclude prosecution pursuant to 37 CFR 
1,704, These reductions total 0 days. 

Under 37 CFR 1/703 (f } , patentees are entitled to a period of 
patent term adjustment equal to the period of delays based on 
the grounds set forth in 37 CFR 1.702 reduced by the period of 
time during which patentees failed to engage in reasonable 
efforts to conclude prosecution pursuant to 37 CFR 1/704. 

The Office agrees that as of the issuance of the patent on 
December 16, 2 008, the application was pending three years and 
811 days after the commencement date (September 27, 2003) 
pursuant to 37 CFR 1,371* The Office agrees that because certain 
actions were not taken within specified time frames, the patent 
is entitled to an adjustment of 538 days pursuant to 3 7 CFR 
1.702(a), At issue is whether patentees should accrue an 
additional 811 days of patent term adjustment for the Office 
taking in excess of three years to issue the patent, as well as 
538 days for Office failure to take a certain action within a 
specified time frame (or examination delay) . 

The Office contends that 538 of the 811 days overlap. 
Patentee's calculation of the period of overlap is inconsistent 
with the Office's interpretation of this provision, 3 5 U.S,C. 
154(b)(2)(A) limits the adjustment of patent term, as follows: 

To the extent that the periods of delay attributable to 
grounds specified in paragraph (1) overlap, the period of 
any adjustment granted under this subsection shall not 
exceed the actual number of days the issuance of the 
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patent was delayed. 

Likewise, 35 CFR 1*703 (f) provides that; 

To the extent that periods of delay attributable to the 
grounds specified in § 1.702 overlap, the period of 
adjustment granted under this section shall not exceed the 
actual number of days the issuance of the patent was 
delayed, 

As explained in Bx p 1 ana t ion of 3 7 CFR 1.703 ( f ) and of the Uni t ed 
States Patent and Trademark Office Interpretation of 35 U.SyC, 
154 (b) (2) (A) , 69 Fed. Reg- 34283 (June 21, 2004) , the Office 
interprets 35 U<S*C< 154(b) (2) {A) as permitting either patent 
term adjustment under 35 UY8 * C . 154 (b) (1) (A) (i) - (iv) f or patent 
term adjustment under 35 tJ.S.C, 154(b) (1) (B) , but not as 
permitting patent term adjustment under both 35 U*S«C* 
154 (b) (1) (A) (i) - (iv) and 154 (b) (1) (B) , Accordingly, the Office 
implements the o% r er!ap provision as follows: 

If an application is entitled to an adjustment under 35 
U*S,C* 154 (b) (1) (B) , the entire period during which the 
application was pending (except for periods excluded under 
35 U> S.C. 154(b) (1) (B) (i) ~ (iii) ) , and not just the period 
beginning three years after the actual filing date of the 
application or the national stage commenced under 3 5 U\S*C* 
371(b) or (f ) , is the period of delay under 35 U.S.C« 
154(b) (1) (B) in determining whether periods of delay 
overlap under 35 U.3.C. 154(b) (2) (A) . Thus, any days of 
delay for Office issuance of the patent more than 3 years 
after the filing or commencement date of the application, 
which overlap with the days of patent term adjustment 
accorded prior to the issuance of the patent will hot 
result in any additional patent term adjustment. See, 35 
tt.S.C* 154(b)(1)(B), 35 U.S.C- 154(b)(2)(A), and 37 CFR 
§ 1.703(f)* See, Changes to Implement Patent Term 
Ad j us t roent Und er Twenty Year Term; Final Rule , 65 Fed. Reg, 
56366 (Sept. 13, 2000) . See, also , Revision of Patent Term 
Extension and Patent Term Adjust ment Provisions; Final 
Rule, 69 Fed. Reg, 21704 (April 22, 2004), 1282 Off, Gas, 
Pat. Office 100 {May IS, 2004)* See , also, Explanat ion of 
37 CFR 1.703(f) and of the United States Patent and 
Trademark Offic e Interpretation of 3 5 U«S.C« 154(b) (2) (A) , 
69 Fed. Reg. 34283 (June 21, 2004). 
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The current wording of § 1.703(f) was revised in response to the 
misinterpretation of this provision by a number of Patentees, 
The rule was slightly revised to more closely track the 
corresponding language of 35 U.SX. 154(b) {2} (A) , The relevant 
portion differs only to the extent that the statute refers back 
to provisions of the statute whereas the rule refers back to 
sections of the rule, This was not a substantive change to the 
rule nor did it reflect a change of the Office's interpretation 
of 35 154(b)(2)(A). As stated in the Explanation of 37 

CFR 1.703(f) and of the United States Patent and Trademark 
Office Interpretation of 35 U.8.C, 154(b) (2) (A) f the Office has 
consistently taken the position that if an application is 
entitled to an adjustment under the three -year pendency 
provision of 35 U,S,C, 154(b) (1) (B) ■ t the entire period during 
which the application was pending before the Office (except for 
periods excluded under 3 5 U.S-C, 154(b) {1} (B) (i)-(iii)), and not 
just the period beginning three years after the actual filing 
date of the application or the national stage commenced under 35 
U ► S , C , 371(b) or (f ) , is t he re 1 e van t peri od under 35 U * 3 • C . 
154(b) (1) (B) in determining whether periods of delay "overlap" 
under 35 U,3.C. 154(b) (2) (A) , 

This interpretation is consistent with the statute. Taken 
together the statute and rule provide that to the extent that 
periods of delay attributable to grounds specified in 35 U<S,C* 
154(b)(1) and in corresponding § 1.702 overlap, the period of 
adjustment granted shall not exceed the actual number of days 
the issuance of the patent was delayed * The grounds specif ied 
in these sections cover the A) guarantee of prompt Patent and 
Trademark Office responses, B) guarantee of no more than 3 -year 
application pendency, and C) guarantee or adjustments for delays 
due to interference, secrecy orders and appeals, A section by 
section analysis of 35 U. 8.C. 154(b) (2) (A) specifically provides 
t n.a t * 

Section 44 02 imposes limitations on restoration of term. 
In general, pursuant to [35 LLS«C«] 154 (b) (2) (A) - (C) , total 
adjustments granted for restorations under [35 U.S.C- 
1543 (b) (1) are reduced as follows: (1) To the extent that 
there are multiple grounds for extending the term of a 
patent that may exist simultaneously (e.g., delay due to a 
secrecy order under [35 U,S,CJ 181 and administrative 
delay under [35 U>S.C] 154(b) (1) (A)), the term should not 
be extended for each ground of delay but only for the 
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actual number of days that the issuance of a patent was 
delayed; Sea 145 Cong. Rec, SX4,718 l 

As such, the period for over three -year pendency does not 
overlap only to the extent that the actual dates in the period 
beginning three years after the date on which the application 
commenced overlap with the actual dates in the periods for 
failure of the Office to take action within specified time 
frames. In other words, consideration of the overlap does not 
begin three years after the commencement date of the 
application. 

In this instance, the relevant period under 35 U.S.C, 
154(b) (1) {B} in determining whether periods of delay ^overlap* 
under 35 U . S < C . 154(b) {2} (A) is the entire period during which 
the application was pending before the Office 

The application actually issued three years and 811 days after 
its commencement date. The Office did not delay 538 days and 
then delay an additional 811 days. 

Accordingly, the proper adjustment of 811 days of patent term 
adjustment {not 538 days and 811 days) should have been entered 
because the period of delay of 538 of 811 days attributable to 
the delay in the issuance of the patent overlaps with the 
adjustment of 538 days attributable to grounds specified in § 
1.702(a). Entry of both periods is not warranted ., Thus, 811 
days is determined to be the actual number of days that the 
issuance of the patent was delayed. 



In view thereof, the patent term adjustment indicated in the 
patent should have been eight hundred eleven (811) days. 

Receipt of the $200,00 fee set forth in 37 CFR 1.18(e) is 
acknowledged. No additional fees are required. 

Patentees are given THIRTY (30) DAYS or ONE (1) MONTH t whichever 
is longer, from the mail date of this decision to respond to 



The A I PA is title IV of the Intellectual Property and Co^unications Omnibus Reform Act of 
1999 (3 - , which was incorporated and enacted as lav/ && part of Pub, L, 106-113 * The 

Conference Report for H.R. 31H ( 106 th Cong. 1** Sess, , which resulted in Pub. L. 106-113, 

does not contain any discussion i other than the incorporated language) of S. 1948 , A section-by- 
section analysis of 8, 1948, however, was printed in the Congressional Record at the request of 
Senator Lott t See 145 Cong. Rec. 314,70S-2S (daiXy ed, &ov, 17, l$9$) , 
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this decision. No extensions of time will be granted under § 



The application will be forwarded to the Certificates of 
Correction Branch for issuance of a certificate of correction in 
order to rectify this error. See 35 U,S,C. § 254 and 37 CFR§ 
1.322, After the thirty day time period has elapsed, the Office 
will sua spent e issue a certificate of correction indicating 
that the term of the above- identified patent is extended or 
adjusted by eight hundred eleven (811) days. 
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